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Notice of Opposition

Notice is hereby given that the following party opposes registration of the indicated application.

Opposer Information

Name CardioDx, Inc.

Granted to Date
of previous ex-
tension

04/23/2014

Address 2500 Faber Place
Palo Alto, CA 94303
UNITED STATES

Attorney informa-
tion

Lisa Greenwald-Swire
Fish & Richardson, P.C.
PO Box 1022
Minneapolis, MN 55440-1022
UNITED STATES
tmdoctc@fr.com, TrademarkGroup-SV@fr.com Phone:650-839-5070

Applicant Information

Application No 85794852 Publication date 12/24/2013

Opposition Filing
Date

04/23/2014 Opposition Peri-
od Ends

04/23/2014

Applicant Cardiox Corporation
Suite 100
Columbus, OH 43220
UNITED STATES

Goods/Services Affected by Opposition

Class 010. First Use: 0 First Use In Commerce: 0
All goods and services in the class are opposed, namely: medical apparatus, appliances and instru-
ments, namely, cardiac flow detecton systems, hemodynamic monitoring systems, clinical fluorometry
systems, liver function assessment systems, and organ perfusion assessment systems

Grounds for Opposition

Priority and likelihood of confusion Trademark Act section 2(d)

Marks Cited by Opposer as Basis for Opposition

U.S. Registration
No.

3604577 Application Date 03/28/2007

Registration Date 04/07/2009 Foreign Priority
Date

NONE

Word Mark CARDIODX

http://estta.uspto.gov


Design Mark

Description of
Mark

NONE

Goods/Services Class 010. First use: First Use: 2009/02/25 First Use In Commerce: 2009/02/25
Medical apparatus and instruments, namely, test kits comprised of apparatus
forbiological sample collection and storage for medical laboratory use for cardi-
acand vascular prognostic and diagnostic testing
Class 044. First use: First Use: 2007/07/13 First Use In Commerce: 2007/07/13
Medical services, namely, cardiac and vascular, prognostic, and diagnostic test-
ing services

U.S. Application
No.

85889778 Application Date 03/28/2013

Registration Date NONE Foreign Priority
Date

NONE

Word Mark CARDIODX

Design Mark

Description of
Mark

NONE

Goods/Services Class 044. First use: First Use: 2007/07/13 First Use In Commerce: 2007/07/13
Medical services, namely, cardiac and vascular, prognostic, and diagnostic test-
ing services

Attachments 77143077#TMSN.jpeg( bytes )
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24231-0067PP1 Notice of Opposition - to File.pdf(3296197 bytes )
Itemized Index of Exhibits to Opp.pdf(60256 bytes )
Exh A CARDIODX reg.pdf(44783 bytes )
Exh B CARDIODX app.pdf(128918 bytes )
Exh C - Medicare CAP.pdf(240856 bytes )
Exh D - 1.pdf(3907007 bytes )



Exh D - 2.pdf(3133478 bytes )
Exh D - 3.pdf(4303015 bytes )
Exh E - CardioDx awards.pdf(618579 bytes )
Exh F - News Articles.pdf(3727106 bytes )

Certificate of Service

The undersigned hereby certifies that a copy of this paper has been served upon all parties, at their address
record by First Class Mail on this date.

Signature /lisa greenwald-swire/

Name Lisa Greenwald-Swire

Date 04/23/2014
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CardioDx Announces Medicare Coverage for Corus CAD
Gene Expression Test for the Diagnosis of Obstructive Coronary Artery Disease

Coverage of Blood-Based Test Has Potential to Improve Quality of Care and 
Lower Costs of Diagnosis of Obstructive Coronary Artery Disease Beyond Traditional Methods

PALO ALTO, Calif. – August 08, 2012 – CardioDx, Inc., a pioneer in the field of cardiovascular 
genomic diagnostics, today announced that Palmetto GBA, a national contractor that administers 
Medicare benefits, has established coverage for the company’s Corus® CAD gene expression test for 
the evaluation of patients presenting with typical and atypical symptoms suggestive of coronary artery 
disease. With this decision, the Corus CAD gene expression test is now a covered benefit for more 
than 40 million Medicare enrollees in the U.S.

With a simple blood draw, Corus CAD can safely, accurately and conveniently help primary care 
clinicians and cardiologists assess whether or not a stable non-diabetic patient’s symptoms are due to 
obstructive coronary artery disease (CAD), enabling many patients to avoid unnecessary invasive 
testing and exposure to imaging-related radiation risks or imaging agent intolerance. The test has been 
clinically validated in multiple independent patient cohorts, including two prospective, multicenter U.S. 
trials, PREDICT and COMPASS. Additionally, a retrospective, multicenter chart review study and the
prospective IMPACT trial at Vanderbilt University demonstrated that Corus CAD use yielded significant
and clinically relevant changes in patient management decisions in both primary care and cardiology 
settings.

"While the Corus CAD test was recognized by TIME Magazine as a top 10 medical breakthrough in 
2010, the year the PREDICT validation study was published, fulfilling Medicare reimbursement criteria 
is now a major step forward," said Eric Topol, M.D., Principal Investigator of the PREDICT trial, Chief 
Academic Officer at Scripps Health and Professor of Genomics at The Scripps Research Institute. 
"Utilization of this gene expression test could lead to avoidance of a large number of unnecessary 
cardiac catheterization procedures and scans involving radiation."  Dr. Topol has no financial 
relationship whatsoever with CardioDx.

Studies have shown that typical and atypical presentations of stable chest pain account for up to two 
percent of outpatient office visits each year in the U.S., but as many as 62 percent of stable patients 
who undergo elective invasive angiographic procedures are found to have no obstructive coronary 
artery blockage, despite broad usage of prior noninvasive imaging. The authors of a 2010 New England 
Journal of Medicine study of nearly 400,000 coronary angiography patients concluded that current 
modalities used to identify patients for elective invasive angiography to diagnose obstructive coronary 
artery disease have limitations, and that better methods are needed for patient risk stratification.

“Identifying those symptomatic patients without a coronary blockage who may be able to avoid imaging 
or invasive testing is a significant problem for physicians, involving up to 10,000 patients daily in the 
U.S.,” said David Levison, President and CEO of CardioDx. “By providing Medicare beneficiaries 
access to Corus CAD, this coverage decision enables patients to avoid unnecessary procedures and 
risks associated with cardiac imaging and elective invasive angiography, while helping payers address 
an area of significant health care spend.”  
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About Corus CAD

With a simple blood draw, Corus CAD can help primary care clinicians and cardiologists exclude 
obstructive coronary artery disease as the cause of a stable non-diabetic patient's symptoms. It is the 
first sex-specific test for obstructive coronary artery disease, accounting for critical biological 
differences between men and women.  The test is safe and does not expose patients to radiation risks 
or imaging agent intolerance.  Corus CAD is intended for use in stable patients presenting with typical 
and atypical symptoms suggestive of obstructive coronary artery disease. Corus CAD is not intended 
for use in patients who are diabetic, have been diagnosed with prior myocardial infarction (MI) or have 
had a previous revascularization procedure, or are currently taking steroids, immunosuppressive 
agents or chemotherapeutic agents.

The Corus CAD test measures the RNA levels of 23 genes. Because blood cell RNA levels are altered 
when obstructive coronary artery disease is present, the Corus CAD score aids clinicians in assessing 
whether an individual patient’s symptoms may be due to obstructive coronary artery disease.

Corus CAD is commercially available through an innovative patient sample kit that includes everything 
needed for blood collection and express delivery to the company’s CLIA-certified Palo Alto, Calif. 
laboratory. Test results are delivered promptly to the clinician’s office. Corus CAD is currently available 
in the United States.

Corus CAD has been recognized by The Wall Street Journal’s Technology Innovation Awards, honored 
as a Gold Edison Award recipient, and named one of TIME’s Top Ten Medical Breakthroughs.

For more information please visit http://www.cardiodx.com/media-kit/.

About CardioDx

CardioDx, Inc., a pioneer in the field of cardiovascular genomic diagnostics, is committed to developing 
clinically validated tests that empower clinicians to better tailor care to each individual patient. 
Strategically focused on coronary artery disease, cardiac arrhythmia and heart failure, CardioDx is 
poised to expand patient access and improve healthcare quality and efficiency through the 
commercialization of genomic technologies. For more information, please visit www.cardiodx.com.

###  

Media Contact: Nicole Osmer
650.454.0504
nicole@nicoleosmer.com
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CardioDx Receives College of American Pathologists (CAP) Accreditation 

- CAP Accreditation is Awarded to Clinical Laboratories Meeting the Highest Standards of Excellence in 

Quality Laboratory Practices -  

PALO ALTO, Calif. – May 9, 2013 – CardioDx, Inc., a pioneer in the field of cardiovascular genomic 

diagnostics, today announced its onsite clinical laboratory has received accreditation from the College of 

American Pathologists (CAP), which is awarded to facilities that meet the highest standards of excellence 

in quality laboratory practices.  This recognition adds to the certification of the clinical laboratory 

previously received from the Centers for Medicare and Medicaid Services’ (CMS) Clinical Laboratory 

Improvements Amendment (CLIA) and to the licensure issued by the New York State Department of 

Health. CardioDx offers Corus
® 

CAD, the only clinically validated gene expression blood test for 

evaluating patients with signs and symptoms suggestive of obstructive coronary artery disease (CAD), 

nationally through its accredited laboratory in Palo Alto, CA. 

The CAP Laboratory Accreditation Program is an internationally recognized program and the only one of 

its kind to utilize teams of practicing laboratory professionals as inspectors. During the accreditation 

process, inspectors examine the clinical laboratory’s records and quality control procedures, as well as 

the laboratory’s equipment, facilities, safety program and overall laboratory management to ensure it 

meets CAP’s stringent requirements. The goal of the CAP program is to improve patient safety by 

advancing the quality of pathology and laboratory services through education and rigorous standards, 

which meet or exceed regulatory requirements. CMS has granted the CAP Laboratory Accreditation 

Program deeming authority. The program is also recognized by the Joint Commission, and can be used 

to meet many state certification requirements. 

“CardioDx is proud to join an outstanding group of more than 7,300 laboratories worldwide that have 

received CAP accreditation,” said David Levison, President and CEO of CardioDx. “This important 

milestone reflects our commitment to providing the highest quality standards for our clinicians and their 

patients.”  

About Obstructive Coronary Artery Disease 

 

Coronary artery disease is a very common heart condition in the United States. One in five deaths among 

Americans is caused by CAD.
1
  CAD can cause a narrowing or blockage of the coronary arteries (vessels 

to the heart that supply the heart with blood, oxygen, and nutrients), reducing blood flow to the heart 

muscle. This narrowing or blockage in the coronary arteries is often referred to as obstructive CAD, 

characterized by the presence of atherosclerosis or plaque. 

 

About Corus CAD 

 

With a simple blood draw, Corus CAD can safely, accurately and conveniently help primary care 

clinicians and cardiologists assess whether or not a stable non-diabetic patient’s symptoms are due to 

obstructive coronary artery disease, enabling many patients to avoid unnecessary invasive procedures 

and exposure to imaging-related radiation risks or imaging agent intolerance.  The test has been clinically 

validated in multiple independent patient cohorts, including two prospective, multicenter U.S. studies, 

http://cardiodx.com/corus-cad/corus-cad-video
http://cardiodx.com/corus-cad/corus-cad-video
http://cardiodx.com/corus-cad/product-overview
http://cardiodx.com/clinician-resources/genomic-medicine-overview
http://cardiodx.com/for-patients/coronary-artery-disease
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PREDICT and COMPASS. Additionally, a retrospective, multicenter chart review study and the 

prospective IMPACT trial at Vanderbilt University demonstrated that Corus CAD use yields statistically 

significant and clinically relevant changes in patient management decisions in both primary care and 

cardiology settings. The test has been used commercially by clinicians in more than 38,000 patients and 

is a covered benefit for more than 40 million Medicare enrollees in the U.S.  Corus CAD is the only test 

for CAD that is sex specific and accounts for key biological differences between men and women. 

 

Corus CAD has also been recognized by The Wall Street Journal’s Technology Innovation Awards, 

honored as a Gold Edison Award recipient, and named one of TIME’s Top Ten Medical Breakthroughs.  

CardioDx was recently honored as one of FierceMedicalDevices’ “Fierce 15” most promising privately 

held medical device and diagnostic companies. 

 

The Corus CAD test is intended for use in non-diabetic stable patients who present with typical or atypical 

symptoms suggestive of CAD, with no known history of CAD, no prior myocardial infarction (MI) or 

revascularization procedure, and who are not currently taking steroids, immunosuppressive agents or 

chemotherapeutic agents. 

 

About CardioDx 

 

CardioDx, Inc., a pioneer in the field of cardiovascular genomic diagnostics, is committed to developing 

clinically validated tests that empower clinicians to better tailor care to each individual patient.  

Strategically focused on coronary artery disease, cardiac arrhythmia and heart failure, CardioDx is poised 

to expand patient access and improve healthcare quality and efficiency through the commercialization of 

genomic technologies. For more information, please visit www.cardiodx.com.  

 

Forward-Looking Statements 

 

This press release may contain forward-looking statements, including statements regarding the business 

strategy of CardioDx, the safety and efficacy, adoption rate and size of the market for Corus CAD, and 

beliefs regarding the need for and value of gene expression diagnostics. These statements relate to 

future events and involve known and unknown risks, uncertainties and other factors that could cause 

actual levels of activity, performance or achievement to differ materially from those expressed or implied 

by these forward-looking statements. These statements reflect the views of CardioDx as of the date of 

this press release with respect to future events and, except as required by law, it undertakes no obligation 

to update or revise publicly any forward-looking statements, whether as a result of new information, future 

events or otherwise after the date of this press release. 

 

About the College of American Pathologists 

 

As the leading organization for board-certified pathologists, the College of American Pathologists (CAP) 

serves patients, pathologists, and the public by fostering and advocating excellence in the practice of 

pathology and laboratory medicine worldwide. With more than 18,000 physician members, the CAP has 

led as the gold standard in laboratory accreditation for 50 years with more than 7,300 CAP-accredited 

laboratories in 50 countries. Find more information about the CAP at www.cap.org. 

###  
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For media inquiries in the U.S., please contact Wenli Chiu of Lazar Partners, +1-646-871-8492, 

wchiu@lazarpartners.com.  

                                                             
1
 Lloyd-Jones D, Adams R, Carnethon M, et al. Heart Disease and Stroke Statistics--2009 Update: A Report From the American 

Heart Association Statistics Committee and Stroke Statistics Subcommittee. Circulation. 2009;119:480–486. 
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CardioDx Blood -Based Gene Expression Test Honored As One Of Time Magazine’s Top Ten 
Medical Breakthroughs of 2010  

Innovative Test Also Honored With Technology Innovation Award from The Wall Street Journal 
 

PALO ALTO, Calif. – Dec. 22, 2010 – CardioDx, a pioneer in the field of cardiovascular genomic 
diagnostics, today announced that Corus™ CAD, the company’s blood-based gene expression test, 
has been honored as one of Time Magazine’s Top Ten Medical Breakthroughs of 2010. 
 
Corus CAD is the first and only clinically validated blood-based test to help clinicians confidently identify 
which of their stable symptomatic patients are likely to need further assessment for obstructive 
coronary artery disease.     
 
“We agree that we are in the midst of one of the most exciting areas of medicine today, and we’re 
pleased that the Corus CAD gene expression test has been recognized by both The Wall Street 
Journal, with a Technology Innovation Award earlier this year, and by Time Magazine – two venerable 
American publications,” said David Levison, chief executive officer of CardioDx.  
 
Corus CAD delivers valuable information to cardiologists making decisions about which patients require 
advanced imaging or potential catheterization, and to primary care clinicians deciding which patients 
need a specialist referral.  These decisions are increasingly important as clinical and regulatory 
communities recognize the need to reduce radiation exposure from medical imaging. 

A study published in the March 11, 2010 issue of the New England Journal of Medicine found that in 
nearly 400,000 patients who underwent elective invasive angiographic procedures, 62% were found to 
have no obstructive coronary artery blockage. The study authors concluded that current modalities for 
identifying which patients should undergo elective invasive coronary angiography to diagnose coronary 
artery disease have limitations, and that better methods are needed for patient risk stratification.  
 
About Corus CAD   
Corus CAD is the first and only clinically validated blood-based test for obstructive coronary artery 
disease. The test involves a routine blood draw conveniently administered in the clinician’s office and 
does not expose patients to risks of radiation or imaging agent intolerance. Corus CAD is a decision-
making tool that can help primary care clinicians and cardiologists evaluate whether a non-diabetic 
patient's symptoms are due to obstructive coronary artery disease. It is the first sex-specific test for 
obstructive coronary artery disease, accounting for critical biological differences between men and 
women. 

The Corus CAD test procedure uses the RNA levels of 23 genes.  Because the RNA levels are 
increased or decreased when obstructive coronary artery disease is present, Corus CAD is able to 
measure the likelihood that an individual patient has obstructive coronary artery disease from a simple 
blood sample.   

Corus CAD is commercially available through an innovative patient sample kit that includes everything 
needed for blood collection and express delivery to the company’s CLIA-certified Palo Alto, Calif. 



laboratory.  Test results are delivered promptly to the clinician’s office.  Corus CAD is currently 
available in the United States. 

For more information please visit http://www.cardiodx.com/media-kit/. 

About Gene Expression Testing  
Gene expression testing provides valuable tissue and cell-specific information about the molecular 
mechanisms involved in disease processes, enabling evaluation of an individual patient’s disease state, 
activity, and/or progression at a given point in time.  Unlike genetic tests, which measure genetic 
variations, mutations, traits and predispositions – factors that are constant over a person’s lifetime – 
gene expression testing assesses a dynamic process, integrating both genetic predisposition and 
additional behavioral and environmental influences on current disease state.  
 
About CardioDx  

CardioDx, Inc., a pioneer in the field of cardiovascular genomic diagnostics, is committed to developing 
clinically validated tests that empower clinicians to better tailor care to each individual patient. 
Strategically focused on coronary artery disease, cardiac arrhythmia and heart failure, CardioDx is 
poised to expand patient access and improve healthcare quality and efficiency through the 
commercialization of genomic technologies.  The company was honored as a winner of the Wall Street 
Journal’s prestigious Technology Innovation Awards for 2010.   Privately held, CardioDx is funded by 
Kleiner, Perkins, Caufield & Byers, TPG Biotech, Mohr Davidow Ventures, Intel Capital, Pappas 
Ventures, DAG Ventures, Asset Management Company and GE Capital.  For more information, please 
visit www.cardiodx.com. 
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CardioDx Honored as 2012 Gold Edison Award Winner  
Corus CAD Wins at the Edison Awards Gala; Awards Celebrate 25 Years of Honoring Innovators and 

Innovation  
 

PALO ALTO, Calif. – April 30, 2012  – CardioDx, Inc., a pioneer in the field of cardiovascular genomic 
diagnostics, today announced that Corus® CAD has been honored as a gold winner in the Science & 
Medical category of the internationally-renowned 2012 Edison Awards.  The awards, which were 
presented last week at a gala in New York, symbolize the innovation personified by Thomas Alva 
Edison, inspiring America’s drive to remain at the forefront of creativity and ingenuity in the global 
economy. 
 
“As the pace of innovation quickens and the ‘race to next’ becomes ever more competitive, it’s 
increasingly important to take a moment out of our hectic lives to recognize excellence in innovation 
and greatness in the teams of innovators who make our future. We are honored to present CardioDx 
with an Edison Award as one of the leading innovators of today and tomorrow,” said Thomas Stat, 2012 
Edison Awards Steering Committee Chairman. 

“We are pleased that the Edison Awards judges have recognized the innovation of Corus CAD, adding 
to a growing list of accolades for the test,” said David Levison, president and CEO of CardioDx.  
“Clinicians also are increasingly recognizing the clinical utility of Corus CAD as a means to 
reduce unnecessary procedures and radiation exposure, with more than 25,000 tests ordered to date.” 
 
With a simple blood draw, Corus CAD can help primary care clinicians and cardiologists exclude 
obstructive coronary artery disease as the cause of a stable, non-diabetic patient's symptoms. It is the 
first sex-specific test for obstructive coronary artery disease, accounting for critical biological 
differences between men and women.  The test is safe and does not expose patients to radiation risks 
or imaging agent intolerance.   
 
Corus CAD has also been honored as a winner of The Wall Street Journal’s Technology Innovation 
Awards and one of TIME’s Top Ten Medical Breakthroughs.  
 
The ballot of nominees for the Edison Awards is judged by more than 3,000 senior business executives 
and academics from across the nation whose votes acknowledge the Finalists’ success in meeting the 
award criteria of Concept, Value, Delivery and Impact .   
 
Winners of the awards for each category were announced on April 26, 2012 at the Edison Awards 
Annual Gala, held in the historic ballroom of New York’s famed Capitale. 

The members of the Edison Awards Steering Committee are senior executives with diverse marketing, 
scientific, and business backgrounds who monitor the development and successful launch of innovative 
products each year.  The Committee is responsible for bestowing the annual Edison Achievement 
Awards and serves as a guidepost in developing the list of nominees that is presented to the Edison 
Award judges. 



The 2012 Edison Awards are sponsored by Nielsen, Discovery Communications, Science Channel, 
USA Today, CSRware, and applepeak.   For more information about the Edison Awards and a full list of 
winners, visit www.edisonawards.com. 

About Corus CAD  
 
The Corus CAD test measures the RNA levels of 23 genes from a whole blood sample. Because these 
RNA levels are altered when obstructive coronary artery disease is present, the Corus CAD score aids 
clinicians in assessing whether an individual patient’s symptoms may be due to obstructive coronary 
artery disease.  

Corus CAD is commercially available through an innovative patient sample kit that includes everything 
needed for blood collection and express delivery to the company’s CLIA-certified Palo Alto, Calif. 
laboratory. Test results are delivered promptly to the clinician’s office. Corus CAD is currently available 
in the United States. 

For more information please visit http://www.cardiodx.com/media-kit/. 

About CardioDx  
 
CardioDx, Inc., a pioneer in the field of cardiovascular genomic diagnostics, is committed to developing 
clinically validated tests that empower clinicians to better tailor care to each individual patient. 
Strategically focused on coronary artery disease, cardiac arrhythmia and heart failure, CardioDx is 
poised to expand patient access and improve healthcare quality and efficiency through the 
commercialization of genomic technologies. For more information, please visit www.cardiodx.com. 
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 CardioDx Honored as One of FierceMedicalDevices’ Fierce 15 Most Promising 
Private Companies

Award Presented at AdvaMed 2012: The MedTech Conference  

PALO ALTO, Calif. – Oct. 2, 2012 – CardioDx, Inc., a pioneer in the field of cardiovascular genomic 
diagnostics, today announced that the company has been named one of FierceMedicalDevices’ Fierce 
15 most promising privately held medical device and diagnostics companies in the world. 
FierceMedicalDevices editors chose this year's winners based on their top management teams, notable 
financial backing, promising technologies and market opportunities. The award was presented today at 
an event that took place during AdvaMed 2012: The MedTech Conference in Boston, Mass.

“CardioDx was chosen as one of the Fierce 15 based, in part, on its creativity and innovation.  The 
company has paired cutting-edge science with a huge unmet need, and Corus CAD has wowed 
clinicians, payers and investors alike,” said FierceMedicalDevices Editor Damian Garde.  

“We are honored to be included in FierceMedicalDevices’ inaugural list of the most promising privately 
held companies in our industry today,” said David Levison, president and CEO of CardioDx.  “The value 
of Corus CAD as a means to reducing unnecessary cardiovascular procedures and radiation exposure 
for patients is being increasingly recognized by clinicians, with more than 30,000 tests ordered to date.  
The favorable Medicare coverage decision we recently received further validates the clinical and 
economic benefits of Corus CAD to patients and the healthcare system.”

With a simple blood draw, Corus CAD can safely, accurately and conveniently help primary care 
clinicians and cardiologists assess whether or not a stable non-diabetic patient’s symptoms are due to 
obstructive coronary artery disease (CAD), enabling many patients to avoid unnecessary invasive 
procedures and exposure to imaging-related radiation risks or imaging agent intolerance. The test has 
been clinically validated in multiple independent patient cohorts, including two prospective, multicenter 
U.S. studies, PREDICT and COMPASS. Additionally, a retrospective, multicenter chart review study 
and the prospective IMPACT trial at Vanderbilt University demonstrated that Corus CAD use yields 
statistically significant and clinically relevant changes in patient management decisions in both primary 
care and cardiology settings.

CardioDx recently announced that Palmetto GBA, a national contractor that administers Medicare 
benefits, has established coverage for the Corus CAD gene expression test for the evaluation of 
patients presenting with typical and atypical symptoms suggestive of coronary artery disease. With this 
decision, the Corus CAD gene expression test is now a covered benefit for more than 40 million 
Medicare enrollees in the U.S.

Corus CAD has also been recognized by The Wall Street Journal’s Technology Innovation Awards, 
honored as a Gold Edison Award recipient, and named one of TIME’s Top Ten Medical Breakthroughs.



About  FierceMedicalDevices
An internationally recognized e-newsletter reaching more than 34,000 medical device and diagnostic 
industry professionals, FierceMedicalDevices provides subscribers with a quick authoritative briefing on 
the day's top stories, with a special focus on clinical studies, FDA/EMEA regulations, and post-
marketing.  A complete list of "Fierce 15" companies is available online at
www.fiercemedicaldevices.com.

About CardioDx

CardioDx, Inc., a pioneer in the field of cardiovascular genomic diagnostics, is committed to developing 
clinically validated tests that empower clinicians to better tailor care to each individual patient.  
Strategically focused on coronary artery disease, cardiac arrhythmia and heart failure, CardioDx is 
poised to expand patient access and improve healthcare quality and efficiency through the 
commercialization of genomic technologies.  For more information, please visit www.cardiodx.com.

###  
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FierceMedicalDevices

CardioDx – 2012 Fierce 15

October 2, 2012

Based: Palo Alto, CA
Founded: 2004
Website: CardioDx.com

The Scoop: With Corus CAD, the company’s blood-based gene expression test for  
obstructive coronary artery disease, CardioDx has a product that has wowed 
physicians, payers and investors.

What Makes It Fierce: CardioDx has been on the up-and-up of late. Since its launch in 2004, the 
Palo Alto, CA-based molecular diagnostics company has pulled in more than $175 million in venture 
investment, buoyed by another $58 million round in August. How does a biotech outit raise that kind of 
money in a slumping VC climate? CardioDx CEO David Levison says his company took cutting-edge 
science and matched it with a huge unmet need.

Corus CAD, the company’s diagnostic test for obstructive coronary artery disease (CAD), tests the 
expression of 23 genes in patients, assigning them a 1 to 40 score. The higher the number, the more 
likely they are to have the ailment. The point: help physicians diagnose patients before prescribing costly 
imaging procedures that may not be necessary.

And the test, launched in 2009, has succeeded at just that, Levison says. Each year, millions of patients 
are given noninvasive cardiac imaging after reporting chest pains, and studies have shown that 62% of 
those who are cathererized don’t have the disease to warrant it. “We it right in there,” Levison says. “Our 
value proposition is that our test should be the gatekeeper to imaging.”

Levison isn’t alone in that assessment: CardioDx scored a major victory in August, securing Medicare 
reimbursement for Corus CAD, and the company is optimistic that private insurers will follow suit, opening 
up an even larger market for the diagnostic.

What To Look For: With all that cash in hand, CardioDx’s next move is to expand the adoption of Corus 
CAD, Levison says. The company has compiled loads of data demonstrating the test’s eficacy over the 
past few years, and now it will make its case to payers. In the long-term, Levison says CardioDx has some 
ideas on how its technology can be applied to arrhythmia and heart failure.

David Levison,  

CEO of CardioDx



CardioDx has signed a deal to
distribute its Corus CAD test in
India.--Courtesy of CardioDx

Published on FierceMedicalDevices (http://www.fiercemedicaldevices.com)

CardioDx reaches to India with Core
partnership
April 25, 2013 | By Damian Garde
CardioDx, a 2012 Fierce 15 winner, has partnered with India's
Core Diagnostics to distribute its coronary artery disease test in
the country's burgeoning market.
Under the deal, Core will administer the Corus CAD test to
patients in India, shipping samples back to CardioDx's lab in
California for analysis and turnaround. Neither company
disclosed financial terms.
The gene-expression test requires just a blood draw, and
CardioDx says it can rapidly determine whether symptoms like
chest pains are in fact signs of obstructive coronary artery
disease, saving patients from costly imaging procedures and guiding personalized treatment.
For CardioDx, expanding into India opens up a huge market for its innovative diagnostic, and
the company is using the $58 million in venture cash it raised last fall to promote the test
around the globe. Since then, CardioDx has been cranking out positive study data, showing
Corus CAD to be as effective as the standard of care without the risks inherent in radiation
imaging.
Core Diagnostics, a Gurgaon-based startup, opened its doors early this year with the goal of
bringing cutting-edge molecular diagnostics to India, absorbing OncoMDx's technology and
raising $5.1 million from Artiman Ventures. Partnering with the likes of CardioDx advances the
company's mission of serving a large unmet need in its home country, CEO Mohan Uttarwar
said.
"Coronary artery disease is a rising epidemic in India, and about 62 million of the country's
population is estimated to suffer from CAD by 2015," Uttarwar said in a statement.
"CardioDx's state-of-the-art Corus CAD gene expression diagnostic test will help us
spearhead the personalized medicine movement in India and provide diagnostic technology
that is more convenient than current diagnostic tests for CAD."
- read the announcement
Special Report: CardioDx – 2012 Fierce 15
Related Articles:
CardioDx CAD Dx passes another post-marketing test
Startup brings molecular diagnostics to India's swelling market
CardioDx pulls in $58M to expand Dx commercial sales
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PALO ALTO, Calif. (KGO) -- A new technology developed here in the Bay Area
could save thousands of patients from having unnecessary tests for heart
disease. At the same time it could also help doctors pinpoint those with the
highest risk.

Richard Wirtenson was a few strokes from the green, when a strange feeling
interrupted his round of golf. He knew he was uncomfortable, but the symptoms
were vague, "I got a burning sensation across my chest," Wirtenson said. "It
was not a pain."

Wirtenson's doctor, cardiologist Jeffrey Gardino, notes, "It could be
gastrointestinal, it could be their lungs, or it could be heart blockage, and my
job is listening to them, trying to ferret out more selective symptoms that may
pinpoint whether they have heart disease."

According to Gardino, the goal is
not to rush every patient into
invasive tests like angiograms,
which are highly effective at
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spotting heart blockage, but also carry side effects, "It's a lot of radiation,"
Gardino said. "Ten years worth of radiation you get in the course of that
procedure." He says current options include pre-screening patients like
Wirtenson with a cardio stress test, involving a treadmill.

But now, a Bay Area company believes it has an alternative that can help
doctors spot which patients are likely to be suffering from heart disease much
more quickly. The test was developed by Palo Alto-based CardioDx. It involves
a simple blood draw that can be done in a doctor's office. But what happens
after that actually involves some extremely sophisticated science,

"Once the blood is drawn from the patient, we bring it into our lab in Palo Alto,
and it's a three step process," said CardioDx CEO David Levison. According to
Levison, the first step involves automated machines that extract the RNA from
the blood cells which is then used to synthesize a complete DNA sample, "And
the final step is we put it on the PCR machine which measures the individual
levels of 23 genes in our algorithm."

In simpler terms, he says the process is ultimately measuring gene expression.
Looking for the activity of specific genes that are typically turned on when a
patient's blood vessels are diseased and producing plaques that block the
arteries. He says the reading gives doctors a strong indication of whether is
patient is suffering from heart disease.

"With our test, we can easily and quickly identify those patients where it's very
unlikely to be caused by a blocked coronary artery," Levison said. And he
believes the blood test, coupled with other screening methods would
significantly reduce the false positives and unnecessary angiograms, while
getting patients who do need them a quicker diagnosis.

"Does someone need an invasive test or not? Or is this someone I can watch
more closely for the next few months to years before having them committed to
doing a test," said Gardino.

In Wirtenson's case, additional tests did eventually lead to an angiogram, which
revealed a blockage. He eventually had a stent placed in his artery, allowing
him to return to the golf course, "It's a small nine hole course but we really
enjoy it," said Wirtenson.

The test runs just under $1,200. It is now covered under Medicare, but private
insurance still varies.

Written and produced by Tim Didion

(Copyright ©2014 KGO-TV. All Rights Reserved.)
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